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OBSERVAnON 1 

The "",pon,ib;til;"'; .00 ~ awlicable to 1110 qualily «mUVl unn an: "'" in writing and filII)' folto..'M. 

Sp"cir",.n)', 

M....ri" tR 200 mg Cllj>tels, 8 COOD1 viall. oblaincd di_l,.,i"" f.lilurcs .. Slability lesting for b\l1tb SHCOO3 
un 1100'08 and "' ...lain 1e81illi for bul~ 101 SOA237 padagc<lll$ I", $1 JC004 on 12/16:08. 

YlIUl' finn failed to rollow Ver.~ff«liv" frvrn. 02f2812OOl1lO Q6.I23I20l0. thal lkfmOO prodUd 
-lAb;lil)' r.il""", ....... of 1loe poIeIl1iol problems !hal could ,.",;ult in a =all 01\ 04I16nOOS1. durUlg • MRo<:aIl Cornmm..t 
McetiD&~, yoor flml ~ 10 "'"""" lhc dtf<lCliw prodlo;l &om lhr mark"ot 1Iy tOQIirluift& Ibt "m""" di9lribulion 1Il1lle 
w....lnaklmaillcwl". The ~ di>tribulion p'OC('SS Is used by yo..- f..-m lOt 1loe _ of prodI>I;lS !hal ...... "'" _iakd 
lo> quaJOIy def«ulis:sucs.. 

~ SHCOOO. SHCllO-I.-I 0Ib<r rc.- kllS (SIICOO2. SIlC042. SIK».j3.-1 Sl.QlO9)...."" n=aieo:-.:d &om the....na 
tiom lW02I2OO'110 07,'1~ by. tIoitd part)' ooetrxb IIlIIl "'" 1 d the a.-.ilablo: __ • .-iI oWcu.. , .............., 
)'OUr r.... his Il1O """"' and WO''''' ~ for Ibe .a..sGta. .. the rclrieW of MotriB IS 200 me capkG. 

The IlaitIoR of)'OW QooaIily UClil '" fi>/kIooot....-ian ......""...... ~ is a _ ............ 

OBSERVAnoN 2 

.....riaao """'"'" ofin,~... ~...... disc•....,ics .... 1111: raJure of. haIdI. or aay of itI •••• ~ .10 -.:l 

lpCCirlCMionl do not "",'a)' iD<1alk the ........... · •• -' folbw-<ap. 

Spec:irlcally. 

In,,,,,,-Optioe ~~:;"" the naLI decision fOe Mouin lB capIct - 101 SDA149,. 
after _I..."", ofill""';j!;IIions <lliso1111"'" 1iIi1""'" Mouin 1M SI'COOJ and SIIC0(4). The 
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TO:	 Delfin Lorenzo, General Mana or 

MCNd \ ll".. ltll<::ara, LLC Rd	 I 183 Km 19.8 
'~u~	 -j"'~O~,.':i.':0;":':o:":e:''''~ 1 

!!itI',.ll1'L17o 

Las Piedrll~, PR OQ771 Manufacturer 

investigaJion concluded thal n" ddi"ilive root ca...... "'" delero:liJled for ~.. all'pica! behavior of the d;....,lu';';" railures. 
However, y<lIlI" fum', inve:sligatioo did"'" inclotlc documented evidence thallhe characJ<:risIiCll of doe cenlai"",/c]",ure 
.ystem (e,g. penneabililyl were 1IIoroughly 's.S"""d as part ofu.e inveshgaJion. 

B.	 On 05103110, your fum initiated QuaUly No]Hkalion (QN) 11 n invesligale \WO (2) batches uf Ilauulryl 
AIlerg)' UII'" Tab {DAUl 100<1 product loIS AJAOOS ami SHtlOl2 that n:por1ed coofinued "mu'lylmoldy" <"",plajnts. 
T1>e investlgaliOll cleIcnnined lIIal """'" loIS nlOcling the original broad crile,ia for !he ruA recall w"", nol included "" 

the 0111411 0 TBA KtcaJ! Usl due 10 the high nwnb<r of aITt<:le<t 100< aod lhe manual procei~!"~":';:":'"'j' In addili"n, II.. 
invesligation f""nd lhallWO 1oI,,(ASA066 I1Ild ASAW2) wcre released in erro, by $" uf a Q""lity
 
SJlC':;.list huma" error. n""",ver, the following silualinn, were nlll ~ ;n QNll
 

•	 McNeil Las Pi"""" Quality Mall.agcdICIll (Qualily f\ile l.ead\."!UId Qualil)t Associale Dircclor ,em rani
I"""" the roces... for releas.c: aod disp",irinn of finished pn:.odll.Cl$ sbpula'ed 011 SOPs &I'd 

im an informal proc... nul sl""'ilied in Ibe proo:;Wun:s. I Inweve" the invesligal10n did Dol 
~ lite responsibililies ofyoor Qualily M""agcmt-nl in lbe TClease of 100 ASA2Ol, ASA066 ""d ADAI94. 

•	 LoI AUAI94 was 01>0 on hoW and tl",n released by McNeill .... Piedras QA os pan of the sa",,, "wnl. 
Hnw",'er, this lot was nOl addressed in the in'''';ligaliun, 

•	 BeTllldr;llOl as packag Ilcs ,uppljed by A Ithough, tile inVestigalion slale< ~",l 

0"'" of the poleOlial root cau.. is !ha.:oi"'~ vi<led bunlk 10 l"as Piedras site 00 pallets which were 
conlaminated wilh TDP, lhis was Dol lIrt lcr investigaled 01 the supplier's silc. 

•	 TBA Recalilisl used in thaI pro<:tM \Va< nol pn.>p<:rly v<titled for """uracy and rompleleoe>s aDd 1VlI.' "01 
controlled to ....<ore proper acoounmbitily and lrnceabilily. This re,ulled In !he 0:<:.11 of 'w.n'y·six (26) 
additional 1018 ofMooill m, !leoad!)'l Allergy Tablets 3l1d Tylenol prudllCl:S bctwecn Ju"e 20 I0 ood Jllly 2010. 

Y.,.". fir", bl-<:nmc nlVlU1) of'l1= deficiencies during !be curren! inspectinn. As a resull of 0Ill" findings, a J" party w;il 
Cood~l a rcl'MP"<'li,.., review oflile i""csbgalions conducled or apjlfilved by I1le QualilY Managemcn' in'·olved in thi' 
e,ent 

C.	 LaboratOl)' lI",cSl;gati"" .... inili",ed 011 OIllII/lOI 0 becall5e during !he prod""t diSfJOS;li"" process a QA 
opecialisl found that the producl d<:~ripliU/1 and code rcpor!ed in lile Cc"ificale nf Analysis of lot HHA (E)ll"'
Strength Tylenol Tablcl Ell did "'" <","""pond to lh~ lot """,I,.:,. A•• prevenlive action. 11", "illt>e 
pn!&l3lI1nled witb an acccptance linli' in the product descriplion field 10 .lert!be arul1~-'1 ...OO,!he prnJUCl rlcscrip<ioo 
does llOI <orrespood to 11", produCllO ",,"Iy-I.<. 

R..icw of -'i"'ilar ;'l'IlnnCe. f"wld i"'~sligalinn ini,i.ted on 02a4f2(110, 10 do<:1m"'''' tllOl during lhe 
",mplc preparnlion of lot IJBAOOO510, the uin'" 1IIe balance <are (0.00000 g) insleod of die sample 
weigbl rorrespoodin£ 10 the lIS"')' ""nple p""paralion. Accnnli"g 10 tltc infnrmalion provided by yoU! fin" dnri" lile 
",'m,,,, inspection, it is not clea' what caused 1IIe da'" acquisi,ioo error, As. p1tvClllivc aclion, me 'ill 

,,,,,,,or"''''-H 

11/02120Hloordinator 
Investigato 

~plianc 

Jose	 R. Lopoz,
SEe REVERSE Rcbecca P.rrill0,
OFTHtS PAGE 
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TO: 0.1t1n Lorenlo GIIN1r.l I'IlIna .r 

MeNn!1 R..1thcare. LLC Rd f 183 ~ 19.8 
80. Hnnt:one~ 

La~ Piedra. PR 00771 MlInu!acturer 

IIlsn be eoded with III ~ linlit In 1/>1: sample ... flcld CO avo;.J _os. 

111.... !plioo. .e."'£..ed by .3R1l*lY OIl 10lO2/2(I10 .. -....... "'youre.t.i¥ebmii"" AcIioa. P\aQ 
.-.c1July I'. . rnicwor..~aftr:rlborpM)lrn~1Iomois...
h !ewidta:e1hllynurfina"'p::<f..aed.1bnt " lol""'~idcalify"""-"""" 
1 • 'BldilW:aiiad_ ...... "'Ift""III~.....,...ol"'" . -.i'cIr irPwemn. ...u .. 
~""_,, ·.pmoNaoua 

~~hl_

_.btti di......c.azi Ibo-tol"-' 
~.1llon is.. __ 1hII1bo c.UIIi""'.n.- a-ifiod by,.... r...pm or 

 

lboe up__ of.lert Idi~ is 1he prir.-y WIIlrOlIQa Ibo handli"l of n;j<cud Vl'lId<.~(WlP) maICrial 
...~ Ibo baa:be:s ......, deiIIO)Cd. our rrMcw Ibund N)'llIII" firm's ..__.... did IIlIt inc:1DcIe Ibo DonIjfi<;Mion 

•	 iatapltnaiaiw ofaaiom. '" prc-..daJ'ClKfaIDO. 

.' " 

OBSERVATlOH 3 " 

Drus ~ faiIi"C 10 .... ~.'f'Ilily~ etMria·... riot, W:1Od .	 . .. 
"
 

'l'bl2'o is "" -...ce Ihar the CIlablWled mallriIII _iii .... odoQrwe 10 JlI'I"'Ult Ibo approval ofruiliberl prodI>cl, i....
 
pr<l<leOS mal/:II'iab. and raw nllIlefilllJ In ~quuanlino" \bold/'l:olook") or "rej<dcd" .....,. P... example,
 

A.	 OIl 0".,,3/1 O.)"lUI" firm "~iorcd Quality Notifi<aIioD (QN) 
,,,,,,,,led 

iII..-ipIC two (2) bakba ofBaladryI 
AUav Ulln Tab (BAll) lOOd pnoduc:t 10tI AJAOOI_ SIIAOl2 1hII amlmDod ~ """""Iainu.. 
~ 1M in. iprim your QIaality UIliI fillaI 1M; 10tI ASA066 _ ASA2lI2. ..tIido. ...... inc:1ucIerI in die 1BA 
RJlc:allList, __ pIaood OIl IIoId Cia 01.QV10. ""--,~q.IiIy UIlir. ilaa:loa-Jr n:1e-.l .. loti in'" 
03115110. LatASA202 _diIllil: 1"'.. ..m..... nitaIIrid inJ-.20lo. Lot 

'by,-.
ADAI94 _ ... hleMif_,I. 

, 1 Qaality 1JDit ..03IWII0.., IbaI nx:aIIed in .... 2010. A ' III QNf 
....-_lbatlbo ...q.JiIy .. & IjM~1 ' ........'.1 .. 

........1BA.'""""wiGoooll edequ*__ IlI_..~..,.., cf!i:di. vllbojK'Ollac:l r 1 wiio.



"I 
Jose ~. Lopez. ID...e~tlqator

SEE REVERSE: Rebecca Parrill., oa.pllancl 11/02/2010
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Jos" R. Lopez, Inv@sti9~to

Reb"cca Pilrrilla, Compliance i	 rdinlltor 11/02/2010
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TO: Deifin Lor..n~o, Gem.ral Mana "r 

McNeil H"aithcare, LLC Rd I 183 Km 19.8 
Bo. Monton"s

• 
Las Piedra~,	 PR 00771 Ma.nufacturer 

Our f'C'View Found the f,,1I0wil\ll <,amples relaled 10 la<:k of adoiJuale OO1llmls of reje<tc"d maleri.ls: 

fl.	 our Qualily Unit placed lhe ""live ingrediem Diphc:nh)ll....nille HeL (DI'H) lot 
malerials ooJllml ~ ·stem . HO"","er, on 02111/10, a granulalion area opcnt!<>r used Ihe 

"blockod~ slalus maleriaJ wa.s we;ghcd ""d used in eight (8) Tyienol 
PM Common granulSlion lo!lI. QN~ I0032200S2. dated 0211 /ill 0, "as opehed alkT !he ,ilnalio~ was dOleotoo by lhe 
ll">up leadeT on 02.113110. The invo"igalion <olJ<luded thaltbe blocked "I'll"" mfllerial should have llOl bc<:n available fur 
"$0 in d", manufa<luring "",a lt$ pcr SOP K<:.:oiving Chemical Compon<m l'""ka in Com !CIlrs 
and IJulk l'toducC Olaltb. material was 1>01 idenlif>cd wili! so Alert NOIu>C3lion as pot SOP viatioos 
Inve"igalion and Ooournenlaliun I'"",edarc"::md!he 1'f'O"<'d= should delail whe" 10 """ Ibe manuallran~;oo in 

l'1lcrefl>rC, tho roo! c.use oflite in"C'lligalion·wlt$ relaled to hUJIISII error and ilWkqualo prQOC<lnTCS. However, 
rot't'C<:ti.'e OClions did rIO! inol"do.ad<!iti""al .:<""",Is in tbe: 0 ",'oid manuollrau;aotions for lllalerial on 
"bl""k~ StalUS. In addilion. aWWOnoss training waS llOl prov"led 10 d.. warehouse nprnu<:>rs lhal d;,palcbc:d 1hc malerial 
from tho warehouse /(J the granul.li<}n arca in ''bk..kod'' status. 

C.	 011 10116109, the QA sl'"'ialiSl appro"ed Tykool hlra Strenglb kelease Gels (ERG) !nl malerial, 
COIltrol syslem) for releas<: It· <ilion ConlCT and did 001 delecllhai the Ioi wa'llISSOCialcd 10 a Tcml'ormy lIold. 
<)uaUty Nnliflcation (QI\') da,,-,j 10/12109. Found thai Ibe Temporary 110ld for lot AMA046 was not 
identified in >d lhc AI':r! Notitieal;on 1<xm """ DOl a1taclled 10 Sbe balcb record. 

D.	 0I110J06/09wilhanopcn 
Temporary Ilold aWll'iated 10 a ,·alidal;"n. Qualily NOIifocalWn (Q lcd 10/09109. f",,"d 
tbat the QA speci.li" !'e'Ceiwd a wrhal ~"lhl1'ta(""'" doliv.r lot AJA251 10 lhe or 'hippi"g 10 Ihe 
di,moolioo ..,Ill<" of !he , pr<><c&1. The '__ aUow, "",.·o,n'"1 nfmalerial, 
bm nOi rei.,.,., in lowe,·cr. lhc QA Spedali" al'(lTOvcJ lbc-~utllall em><. 

OBSERVATION 4 

The "Tille" SlItbilily progr.un for drug prod"'U doe< nol indude sample size ba.ed 00 SlaliS/leal .rileri. for each altribulc 
examined to IISI>ure valid C'llimalcs of lIabilily. 

Spc<:ilkally, 

Our review of kolaids ",,,,mFaetUt"ing process found a tre.ld N o"'·of-SfX'Cificmio" (DOS) and oUI-oF-trend (001") ""'"\IllS for 
low lSs:ay ofCakium Carbonale illlhe rodu<tion of2009 and 2010 7 COTlfirmed 001', 1';1) , y). Your 
fif1)l idemirlCd variabilily ,....es in the nd Altbough 
corr<:<:1ive 301i""" "ere implemented in une 201 O. QN' inihal<."d on July "" [(, resultS in lhe 
Calcium Carbooate IeSI of batcb RolaiJs Ill; Frostuninl Bulk. 1ltis in.=igation was "ill open aI lite."", of 
100 <u""nl iospe<lioo 8Ild. roo! <au,," bad DOl 00e:t1 idenlified 

-~~~;;';:=:-T:'=1



Prlav" 8alch • 
'(11'." <slion ."-
used in Ihe pKbg<d ..... 

kanF "rc.ldWII Cartlonole A~ A...."p
Va..... al. "*- f« the indi",idull 

compn:ssion bGches 

Release: spec: 
S1abi!"~)(4) 

Rotai<b: liS Fre$hmmt 40. 

1(,;,1.;<!s I!S F""hminl 100:1 """''' 
'AMAI7S 
Rolloids t'<P1><:' "lint 150.11 ~ , ADA267 
Rolaid!I F.lltnl SlTmglh FreWiUnI "l:: 
'AMAIlS 

IlI.rAIII '11.1''-1 m· m ....l.l H .0.:-"1) lILMA.'< Sl:Il\"IO:S 
...NfI oem ~l"'" 

~66 r.~nand"z Junco" "'<e. 09/20/2010 11/02/2010' -
san Juan. 00!Xl1-3223 
C7871·.7.-9~00 fax:{187J 129-6809 2650141 " 
rl'ld~"tr,< rn!oOla~ion, WW\f. fd.il •"o"/ocl i f'dl/.st rv 

W, o.lfln Lorenzo. General  -IMc""11 Sealthcare. .... 183 b 19.8 = .... Montone" 

La" P1edr;"". 00711 ManufACt.ur"r " 
0.. rniew 01',...... sabiliIy p..,_ bDl IhII die c..:~b<Juo4; .-y io DOl InOOIiu:nd ......liIy ~ 
downtIIrd lfaId in \be Il5SlI)' YlIlucs ofCalc...... cabo _.. . t.d:les rro. 1_ point 0 to lime . 

be,.., ofdiff<:naoo obSff'<ed .... &am 

lnUlilx.. "'-liIy .. ~ in theproducl_~ llIllil ",,"12010. FOI"~ 

N_,.. 

ll~__• )'<l'If >t3bilily ",,,,, ..n doa "'" ......ider dIM >'8riabi1ily. An<rdin& to)"'<U pl_d'hs, IIle oWIiliry sample io 
Wi", from only one (I) ..... ,lpi...,;;"" lui ha~iJlIlIle oldtsl: &JMM,laiiM dide. 

Thm: ;. ... _ thai. Y<JI'"" I""",an is ~ '" SlIppIlft Ibt ~ or Rolaids produm lhrou&bouI oIIetr-tifc. 

OBSI:RVATlOH 5 

\\ ........odudioo, -.I pr.-so.-ol plV<>iidoo ..... DOl ~'CIi .. doc- e'-en."'" of.....brrioe -.I..-comrol 

'"'"""'
~itically. 

Ow"",... fuuqd" lmld of,........ iniriaood. .. 2OIO .....in:& liuI ~ IIIId. ~ e<JIllml ............ rtIaIod 10 lbt 
"Mil. of.(IIU'lOi....... -.d ............,.., DOl l'oUowed. For C'UIIljlk, 

A. MlPu~ In-=igalicloJ _ iDil:iaIcd ea 0712612010 becal'ic IiIrint 1ho ~ process ofExn 
SIft'ngd> T'yl<nol CJjJkt$ IalM BHAOOO 1631•• tr-btioa "" ~

""""ioo ..
10 T) Imol Rapid Release 

pl/.Looion loti BHAOOOI417 " .... Ioe<l«I ill and used In me ...... flablcls. 

SEE REV"" ,.,••. -" ""''''''''OFTHISPAGE Re","c~~ I'atri1l~. Compljan~.. orf1ce Recall din"tor 11/02/2010

,,,-,,.,.:cnm;A'. OOlSt:\I ,.A,,'K':O;~ "...............'.., '''''''00 ",.,."". --
--;?:-~. 'fP' 
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466 Fernando" Jum:os Ave, 09/2012010 - ll/0212010' 
San Juan, PR 00901-3223 
(781)-414-9500 Fa", (1B1j 129-6809 2650141
 
Industr Infaraation: ~.fda. v/oc/lndu.tr
 

TO: De1fi.. Lor":,,,o, Generoiill 'oWn. er 
~ 

McNeil BeoiillthCoiil,e. LLC Rd t 183 Km 19.8 
Do. MorItanes 

.... Pledrea, l'Il. 00111 

Jas~ R. Lope~, lnvestlqatar 
SEE REVERSE Rebecca Parrllla, COllIpll"nc" Inn tar 11/02/2010 
OF THIS PAGE 

(loo£ of_ optnIOn ;",'ohied in dot e\'nll -'inned Ihsllo: ... IlOl ~11y ,.  b !he ,lrir_.. 10......, ... 
lbe oorrc<'t bid _ pbo:td 0IIltM: lie .a:-""lIed !hal br. ...~Iotin&8II_t'*'" las!< and ~Iied GIl die 
.........$ .......... paWl 10 "Cril)r ... dot 0DmlCI bMdI ..... being -..I. 

8. ~:~E~~[;~"'~~§1OlEl<1nI SrrmP Rapid Rt'"-:Gck ERG) lot BEAOOO1740 .Ihe!i:~.lilt opeI_ insd,~Ic...s.d bud.. . in&1lIOlhtr 1)1«>01 (F.Jl.G) kit 
ill d>o mi" ofl...., diff........ IoU. A tealOId operalur tb«Ud Ibe 1rlO\'t"_ wil!lolll dtlt<:!ing the 

~pancy. Thedisuel*ocy ..... dt&clCIed .. 06f07110 duriD&the...........,ilialion rroc:eu-

Su~Iy. 00061'08110, COOIaini"l alrcady""&"'vcd) ..... k-.Icd'" intuthc 
~...gaviD& machine while proces.inc Tylenol (ERG) lot n" M1l1"villi """"inc ~jectcd :he produ<. III ltoc 
~in,r; of the JIfOCC"'. Quality Nolincalion (QN) * dated O6J08I10, idenliroo<l a, Ibe f()O\ oa"", :hc lack 
Qf ,"erir",",;"" or.he bucktl i<lcnM....~m av.in>llhc \>IIlch n:wn:I docum<nlalioo I>y the openl""'. noe iml>.'l<:l<!d 
produtl wa, d<:!;troyed due 10 ~'" llH:k "r I""",abilily, 

c. On (14107110 duri .be mlalio., balth "",ard ",,'i,inn f MooiD lboprof"" lot IlCAOOO(lS92, lhe ed 
.tw I'an rIO. for TyIclIOI) ""'" ""ighed in",,,,,1 <>f 

Part No On 04108110, !loe Sl.IpCf\"i_ fuund lhal ...... lIdd;tioruIJ I 
RCAOOOI 829, were 01... ".ighcd ..ina Ibe _ i'OClN'a:1 lIWcriaL Quality Notirll:lttion (QN) it daled 
04.'07/10. idmtirled !be root......e oflbe invn'iplion as abWIIIID error, .io<:e die opcralon railed in tl<tallim ar>d 
vcriflCllOOo ICfj~me:.. lou impoM:lelJ by ,he ne," ""'" ~ 

'rbtre;, ..~ thai ~ ",bbed 10 ...... or<'-'.. .$_.........ad<qualdy U«uI.td. "Crified 
ald.'or ..,en'. <biD& ~ lInivitifs. 
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,~ ~ , ...eNol: 1I....1thc.ore. 183 b 19.8 
~. Montone" 

.... Piedr"". ~ 00711 Manufactur.r

06SERVAT1ON6 

'A'rid. ~ .-e DIll. follownllhol "',,,ribt= ..... itI-pn><:a5 0DCIIr01o, I<:Stl. _ ""*Il'ill>boos to be ~,. 

4'Popialc~of~ .......... or...,., t-Ic:h. 

SpeciflCl.lly. 

Our m:ic... oh><n-od" trntd or t>'nll$ in;"ildnI from JIDIIaI)' 2(J ICl to Septc:mbct 2010 tJw is ",latNlla railto-c to idtnlify 
6ef_ arw:l OUl-of-spoo-if""""" yal...,. durin, ,,"ni... in-ptOOl:Sll tesliIIg I:lId deYial""'" la critical prooossiDg parameters. For 
""''''''Jl~: 

OOS 

, 
in in~ ....nple< <K>l idcnlifiodld<I""I.d 

0" 06113/10, during lIK- wrifioatjo" "ftho cumpres.!km b'"ch n:rord for 1)1.",,1 PM (lc'll>bs{\'L~ 
die QA T"",hnic"'" fouod a ~ Yal"" l)Ut or ilJ)CCifJC3li"" (~),

,-..I"" 
 Qwolily NotifiCllli,," (QN) dalN 

O6IW1D, fllWHllhat tlte op<:rnlOf did not dCltct IItt h~ (X)S a"d r..i1td 10 ..~""l" ond ; 11•., iInpaoltd 
portion of the Iol, Tbc aITocu'd porti"" oflhe 101 ..... rccornmcnded for dtstntction. V...... finn', invt'Sliptioo idenlifltd 
li:u~n (16) similar.,."".. for ltK: pniod of06126108 10 06126/10, 

Drc-fCl:1S DIll. iIknlifotd dwinj; routiI>e in·process_ina 

•• On 0Sl2&I10, <bing a pacbeisa lint QA audit of lite lmodium A-o caplet 2<4 NDA (l~tK) lAll BEAI9l. lbc: QA 
Ttdlaic.... d" ltd lira """ (I) npir1ll:ion cbIt in tho *"'" ... """ .........t<1 QUlia8 the prinliaaof .... ioc:u'Cl:1 
opinOon dolt m I _« 16 bIioIeB pn>duad. The .xpinl_ dale lad OJIUZZ ir-.l «03113. QDIilyXorific:aioo 
(ON) rqtllfI ~~OSI]l/lo.bnI.. lttc Ikrea .. _ drItcII<d ~QA ¥a'ific:mon...-boar<ccMd 
fi'om ..... vendor, .. _ dI:uded ~ moct.tic ¥a'ific:atioo befure imIal..... ""idtcr Ikltcltd by Ibe SOCODd
lijIt..... I'CSJI'IR'ibIe 10 vuify lite opr.;,. dale ill lite imlft5lion .... "'Cl>JId;'" 10
 ,
IOUII <If dtiny-four (}4) in-pn>ca5 ,.-I ~ ""' ..... 0.-.1 -.. die ~ proc=; 
np;ru. ... defft:I.
 

..
 
e On 1211<Ull9.)'OUt" AnaI)1Jcal r...t>onIooy cltucled ...... of 

..,. ..hite ~~~ sp:b (porous Ikf«t) Dl ~. QC A'""'. On 01121~~

.. .... 
 a 

_iscal in&lOlbeSudlkdIol(' 
 

~i"lofl2XI..ibwidl .. ~ -.d 
~ The ·w........l oamp~q Jailed, ~ 950 laIiIs ..id1 poruuI ~ wttit" '*' _ "tiny ..-It• 

........li :t::~ lI""",vu, lite ""1«1 __ dtICded ~ rnuIiDr ~..ntlllin&- QNliIy NocifQlioa (QN)' 
iliaItd "" 01112110 found dial tItffl! """'" 00 ,,100=- insuu<:IioasIy;...allOidll0 Ideltlify Ilte def<Ct- A ~ 

SEE REVERSE 
OF THIS PAGE 

Jose R. 
Rebecca 

Lope •• Illve5ti9"tO~<-UUfce~R' ~(
Parrilla. CoooplhllC<l U~ce Rllcall l dlnator 11/02/2010
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10: Qe1U" Lorenro ~eral Mar.. t 

McNeil KeaUhcare. LLC Rd 
flo. 

I 183 ~ 

Montonc$ 
19.8 

Loa. P.iedl'..... l'R 00111 Manufacrurer 

aid .. aaIed ..... ••' '~.'_.....",,,,, lilly 2010, 1M. ofOclaber 2010 the oJi;aal..... __ ~ ofl ..TiDnI_ 
"..,.,.-

P.quipotoall/Jlroca aitic:all* • <lUI of~ ..... ....nuen IEUls 1]01 idmrirlPd durias productian 

I). QS' aDd --... "~iaIed btausc "" 02116110 mdWI7110, dtriIc tho alIIIpI'OBioa processor 
Tylenol SUmgl:b Rapid Rc...... C~11ou SA . . dw: 
velocity criticll ........reu (Ma>.imwn ..,Ioc' This 
d~ was DOl i<IetlIi6ed try IIle oomprcss.ioIl operlIlOir. In "lOll, 011 17/10 the QA 1>OC""""" Review 
Technician audited ond "PI""""d the batch -.l f.... 1ol RKAOOOI067 witboul detcct;tI& Iht 0Ul of1"""_ooodition. 

11. On 12130109, during tbe pacUging process or RS Tylenol 'rablct 100 l..at ASA275. the Qi\ T«hnkian audi' 
ond oo.erved \hat the critic.l paramel'" "fdoe "'lIS d<>cwuemod out "f"",1t" IIm;1 ~:::-" 

Ii NOIilkal~~' (QN) ~ dated 01/11110. fOl'nd d..llhc mt,cha;;!c that 
per """"" .el1tng up of Ipc<'IJ ond the openu",. who follow 

for 100 ""ecUli"" ofthese ms"". 
v\.TiI'"d the pal'l'ml~Cr on 12129110 did not the 

pro«X!ur<:. 

OBSERVATION 7 

UhunIuoy lo.....-iplioa	 WI iaifialai "" 0111112010 bo J<e .... 1Ile product disploirioa process 1 QA
special.. bind dial Ihe product de:ocriptioOI :and code rqox1ed ildle CenifDIc 0( Allalysis of .... BlIAOOOI647 (Exua 
SCml&dI TytmDI Tablel EZ) did _ c:oo .......od 10 Ibn .... number. V.........dip.. band lbo fbIlowin&: 

o	 10I ...... ~"<d rro.a 

-.".."
E7~ t10.".... it _ IogaI in

.:l 11lc "IS ~ by 1Ile -blieal ~ "" 07121/2010 ..idI an q""", .... .."._ produr;l: doJaip;iuo. md 
Iht __ idmlif"'" by lbo S)'Slmlllld.or lbo .crir.,.;o" :5tqJ5 ~ .. )'l* plocedutts. 

, 11le QC ~ R~.'" CIm _ DOt IrIiDtd in !he """"'" SOP kJr Iftoduct Ample ~>ioI& 1e5Un& IlDd 
iliJp:lI.iI..... 

.:l 1_.w)'!l (QC l.o<hnicilln) IbM peofo..otd lbo _y ..... a:mr.... in t!JI, l.o<hnique ohssay ..".,. bull'Ol tnlined in ibe 

........
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Man"factur"r 

o Th: -.pIe...-as in doe .-l)'ticalilborwwy sill (6) <kys'" doe disa )' _ ioimlified by 1he m:ri\iag cbt. 
1Ile ,,"'0 -.I)'Ib lbol ""''''' die flftish<d lelLl......or .. "I'P""'w rm;...'Cd .....lub -.l)'tical oq><IO' 

for ""'Iew... ......,..u The ro..d IIbouII ~ 1I>)'GlIII" "'lilItIl1IId 1fIJ'"".... "' 01 
o bI.oddihoD, )'01"" 1Ibto...)' invntiptiM lOlaad doe fotIo..i.tlg """" lh>l ........w&om 07f24f1010 II> 0II21J2010:
 

•	 lAC UlIAOOOI641 (EZ TIIb Pro<b:l) "lIialso~ by _~1IbonIory.. 07n7nolo willi &II ......Itd 
~desuipiQL 

•	 lAC BHAOOO3571 ...-as documtuled "'M .. ilc(II'cu ~ IJUIDbtr ill SmanLab ~.... A d<>mt:5ric pwI ............ wao 
IJ5t(I in$tead o~ awnber. 

• lot BHAOOO217O ~~ty ".,,  I
 
• 1be S<!C<IIld granulaliool klt ofTAR Iol OIIAOOOI70, ...... (tllm:<! i""""",,,,1y •
 
• MotritlID grmulalioll kll. BHAOOOJ.485 .... ~ in	 .. a ~Ion Iol number. 

The in~llg.tlioocondudod that lhe 1'001 ca_ "'IIS ~1a1cd 10 ". lab<n/nry <:mJr'relMed to !he lal:k of$elf-<:htcking lO rtIiIlI'e 

l\ult lh. ill(~ndcd llC';"" is oorn<;l boof"", i1 is perfomlCd". O""",liv. ""lion!. ..Iated 10 IlIl ~Sm.fl! .l>o<n lbe: pcrfortn8lK'e 
of onaIySl. and hnprov"rnCrnlto ib<: 1/llminll process are Mill p<:ndihK_ 

1"IItnl is 1IQ as5U1'8r1<:C thai other lirnil(1/' iiUl.n~. havc been identified by y",rr finn and 111at 1M Cum:Olt i.,bor;ttory toI1lJOls 

..... adtqtul.t 10 ........, ihal drug prodI>CU conform 10 oppmpriale Sl8rHIards of i"""';ly, ......nllth. quali')' .nd ,,"my. 

OBSERVATION 8 

Wrimn p<'O«dura lOr <:lemma ... mainIenance &;110 inctude desaiplioo in ...fficienl. dcuU lIr"",1:iIocb. oquJpmeot md 
matfflaIs lI5IId. <b<:ription in sufficieat dcull orUle lllt'lbods ofdi'M"'t"bIin&'" ,t mbq equlpmml: • IIeCeSSar')' 10 
__prtlp(T tltao.iag-' .....~ IIId ~ for- prlJlrau. or....... equipDcar from conwninlOOo prior 10 _. 

TIle esaabllIohtd ~ _ .......aub Iilr tbting'" ~ lDlI)" _ be ...mtieall1l fR"CDl mix..-tor 
___iaoriorl duriftg t:br: ~ ........... ~ • ('\ ido.-d by UIe ma.-IIp de>'.--' IIId ioticltal 
iawohin& -fa<:wrie& Irld P"'tacPnI Of"""IiorIs. ,...., is ""--... _ t:br: tsIablisbed ~ for the I n'na ... 
\'Cri6cMittrt oI'~'" .........__ ftI"ipmtlM Itt , ... _ spo>o;it\I; kr the .......b11UPOR- SinDc 
J-.y 2010 111 Stpanhtr 2010)"'d 6ml reponed riP! (I)..n-oop ~ &um oollidt five (5) Itt m.cd 111' 
mOl, I<. (~) _ reIaltd 111 metbod. ... r- (2) ~...-ed10 oqo.ip-. For namplte. 

L 

Jo~" R. LCJpe~. fn"eatloator SEE REVERSE Rebecca P&:rl11~, C~pl1.nce 11/0212010 OF THIS PAGE 
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m, Del fl... Lo""n>;c. G""",ral Mana. at 

Mc.Se1l lIaalthcoce. " .18l b n.B = 
~. Mon~ones 

.... Pledru• .. 00111 M4nufact:urac 

.....lbellliDDrc' 
(llAtJ) IIeil. ill IbebKltl. I.a_...ioo QN~ 04/01110, a.tllodtd .... dle~... caIIiot1Il by 
'-cmr, and ro...d m. w..,.., .. ~ifit ..... iiUio:ad llIIlhe """ oflhe badtQ: for na_dioIry aai..-a. 

< On~ "'"' ~~QATtdlIutiMoboen'td'-(2) ..i1iteubieu 
widI )leDr:1tn1~~Rdease),1 l & , .. 03l26l10IlKloee(I)MouiaTW>1tt 
(MI llIIliIIiIiiIIidditiolW produa ". bmd ill !be patb&l"llnpl. COQ\""'YOI' IIKI fIcor. 
In,'estipIioo QNj dIItcd 03JT7110. f<Uld m.!he tlcaning JI"lC"durco ... nIX clear aDd 5ptCifit, aDd 
icIaIt.ifitd dillitull ttl n:odI __ ill Ihe cqWpmcnl. 

In lIddKioo. from J...uary 20 I0 to s"pIelIJbet 2010 )'OUr form ~ 3JlIl"lXhnale/y foonfell (14) d .....iQg inve$ligatlom 
and ,,,,,my..,,,,,, (27) manufltlwini cleaning ·incido.....l n:poru' (detocWd d~ "erif'K:8fioo), 

M.......vcr, a lotal of fony-nine (49) lIla·up ",la,,,,, «>0"""''''' oomplaim.'l have been re«:h'Cd by )"''' firm for lbe same 
period. y",,, Quality Unil dassified Bilibe rcf'~J>C<:J ",i~·up tomplainl. lIS isolaled OCClllTellCCS l:>aio>J on lhe fae, nllll DO 
)lI'Hlr to<nr1ainl:5 were reponed for Ibe Sfl'IClr", 101 nwui>tr ;nve'lig'llc<!. and mal 00 quality·rtlalc"<l i~e could be i<lcnllfie<l 

(hen: i, II<> lISSIInIntt ,bot lilt e<ucc'ive Ilctions fIR: lIod«Iuale to prevrol mix·ups .11II ck;ming dt~tal;o", at IJ'e she. This is a 
retum'rllobsnvalion. 

• n.\'f-:5 0.' Il'lSl'rcrlOs, 
0!lI1G'20 1ll(~1ooo \ 09f! 11Z010l,Tw~ 0'N22I'lI010('"«I), O'NZJIlOll(llla), r1Jfr1fZI) 10\1.1ooo), 0Wlv.!U I0(J'lie), 01¥»'201O(na), 
IMlv.!OIll(l>Iooo), lMl5nOIOl,Tw), IGtl6l2OIO("'td), IMI7J2ll'O(n.), 1I)'l2n(l1tl(T..), l(l1I.\I20111("'td), 11ll14l2010(1l00), 
10011flO1CJC-looo), 11Vl'l'201tl(T..), lOOYlOIO(,*",), IMIliIZ010(Tl00), 1I.vYlO1O(T..) 

.;~=r"'(I)a;106Od8tRackyIOIlnTlIIbki:BuIlr: 

-Jooe il., Lop<l~. InvellLJ<;Iato.
SEE REVERSE ~

Rebecca Panl Llol. COT>pliance 11/02/2010 
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